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Disclosure to Promote the Right To Information 

Whereas the Parliament of India has set out to provide a practical regime of right to 
information for citizens to secure access to information under the control of public authorities, 
in order to promote transparency and accountability in the working of every public authority, 
and whereas the attached publication of the Bureau of Indian Standards is of particular interest 
to the public, particularly disadvantaged communities and those engaged in the pursuit of 
education and knowledge, the attached public safety standard is made available to promote the 
timely dissemination of this information in an accurate manner to the public. 
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NATIONAL FOREWORD 

This Indian Standard, which is identical with ISO 5364-I 986 'Oropharyngeal airways', issued by the 
International Organization for Standardization (ISO), was adopted by the Bureau of Indian Standards 
on the recommendation of the Anaesthetic, Resuscitation and Allied Equipment Sectional Commit- 
tee and approval of the Medical Equipment and Hospital Planning Division Council. 

This standard was first published in 1986 as a dual number Indian Standard corresponding 
to ISO 5364-1980 'Oropharyngeal airways'. It has been revised with a view to incorporate the 
modifications effected in the first edition of ISO 5364 brought out in 1986, namely, to redefine the 
scope and field of application, modify the requirements for material and allow marking of the 
manufacturer's own size designation in addition to that already provided in the standard. 

The text of the above mentioned ISO standard has been approved as suitable for publication as 
Indian Standard without deviations. Certain conventions are, however, not identical to those used 
in Indian Standards. Attention is particularly drawn to the following: 

a) Wherever the words International Standard' appear referring to this standard, they should 
be read as Indian Standard'. 

b) Comma (,) has been used as a decimal marker while in Indian Standards, the current practice 
is to use a point (.) as the decimal marker. 

For the purpose of deciding whether a particular requirement of this standard is complied with, the 
final value, observed or calculated, expressing the result of a test, shall be rounded off in 
accordance with IS 2 : 1960 'Rules for rounding off numerical values (revised)'. The number of 
significant places retained in the rounded off value should be the same as that of the specified value 
in this standard. 

A Technical Corrigendum 1 to ISO 5364 : 1986 has also been issued, which is reproduced at the 
end of the text of the standard. 
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V II III UUUVMVI I 

Because of wide variations in the size and anatomical con- 
figuration of the human oropharynx, various conditions of use, 
user preferences and cost, a reasonable latitude which does not 
decrease safety or serviceability of oropharyngeal airways 
seems desirable. Therefore, it is not the intent of this inter- 
national Standard to prescribe an ^xact design with narrow 
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serviceability ortieter future development. 



1 Scope and field of application 

This International Standard specifies the size designation and 
certain basic requirements for oropharyngeal airways which 
may include uut are not hmiteu to tne i of lowing types i 

— Guedet's 
>'S 

Water's 



3 Ssze designation 

The size of oropharyngeal airways shall be designated by a 
number giving the nominal length, L, expressed in centimetres 
in accordance with the table. See figure 1, 



4 Materials 

4.1 Oropharyngeal airways may be manufactured from 
plastics or eiastcrneric materials or from combinations of these 
materials. A metal insert may be present (see figure 1), 

NOTE — The user is reminded of the frequent association of trauma 
with metal oropharyngeal airways. Teeth are particularly subject to 
trauma from oropharyngeal airways. 

4.2 Aii materials shall be non-toxic and compatible with the 
human tissues with which they are intended to be used. 

4.3 Aii materials shaft be resistant to changes or deterioration 
caused by anaesthetic gases and vapours, commonly used 
water-soluble lubricants and topical anaesthetics. 

4.4 When a metal insert is used, it shall be of a suitable 
corrosion-resisting type or finished with a durable corrosion- 
resisting finish. 



4.1 oropharyngeal airway : Device intended to maintain 
gnrf pharynx.^* 



2.2 pharyngeal 9nd : That end of the oropharyngeal airway 
which is intended to be inserted into the Datient's orooharvnx. 



2*3 bucGfif end* fisn r> ed end i That end of the 
oropharyngeal airway which is flanged and is expected to fit 
between the teeth or gums at the lips. 



4.5 Unless the airway is intended for a single use, it shall be 
made of material capable of being resterilized. 



S Design 

5.1 The airway shall have sufficient rigidity to keep the base 
of the patient's tongue in a forward position while the airway is 
in use. 

5.2 The airway shall have sufficient rigidity at the buccal 
(flanged) end, by use of an insert if necessary, to prevent cot- 
lapse when bitten by the patient. 
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5.3 Edges and corners that may come into contact with the 
patient's tissues shall have a minimum radius of curvature of 

0,6 mm. 



6 Finish 

All surfaces shall be smooth and free of flash. Mould mismatch 
of surfaces shall not cause a depression of one surface relative 
to another by more than 0, 1 S mm in the event that the Intended 
match was designed to produce a continuous surface. 



7 Information to be provided by the 
manufacturer 

Unless the airway Is Intended for single use, acceptable 
methods of sterilization shall be recommended by the manufac- 
turer. 



8 Marking 

Each airway shall be permanently and clearly marked with the 
nominal size and the name or trademark of the manufacturer 
and/or supplier, as shown In figure 2. 



ft Packaging 

9.1 Oropharyngeal airways marketed for single use shall be 
individually prepackaged in a sterile, ready-to-use condition. 
The package shall be clearly marked ; 

"STERIL6 - FOft SINGLE USE" 

and the size shall be readily apparent upon examination of the 
package. 

9.2 Airways intended for re-use shall be packaged in accord* 
ance with accepted Industry standards. 



table - Dimensions and tolerances 

Dimension* In millimetres 



Nortilhal site 




Length, L 

tot. 


3 


30 


±2,5 


3.8 


3B 


±2,5 


4 


40 


±2,8 


4.8 


48 


±2.5 


8 


80 


±2.5 


8,8 


SS 


±2,5 


8 


80 


± 2,5 


8,8 


85 


±23 


7 


70 


+ 5,0 
-2,5 


8 


80 


± 5,0 


8 


90 


±5.0 


10 


100 


± 5,0 


11 


110 


±8,0 


11 


120 


±B t 



NOTE - Thisiable Is intended to relate nominal site to airway length 
(dimension it. Clinical practice neither suggest* nor require* the 
availability of all nominal sizes given in the table. 
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Reinforcement insert 
if required 




H gore 1 - Length for *lz« designation of airway* 




S«e number 



Name or trademark 
of manufacturer 
and/or supplier 




Figure 2 - Marking of airways 



NOTE - The design* shown in figures 1 and 2 are intended to illustrate typical common type* of oropharyngeal airway* for the purpose of stee 
designation and marking, but Bt% not otherwise intended to form a part of the specification. 
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TECHNICAL CORRIGENDUM 1 



Page J?, clause 8 

In the second line, after "nominal size', add "in accordance with table 1". 

Add a note at the end of the paragraph: 

'NOTE -The manufacturer's own size designation may additionally be given." 

Table 

Number the table Table 1 '. 

The Secretariat of ISO/TC121/SC 2 adds the following rationale for these changes. 

This Technical Corrigendum corrects an ambiguity in ISO 5364:1986. It has no effect on the technical content but is required 
to make it clear that while ISO 5364 requires size to be designated by length, in centimetres, manufacturers may in addition 
use their own size designation, Such additional means of size designation where familiar to particular users may assist in 
the selection of a device of appropriate size, and therefore safety. 



Bureau of Indian Standards 

BIS is a statutory institution established under the Bureau of Indian Standards Act, 1986 to 
promote harmonious development of the activities of standardization, marking and quality 
certification of goods and attending to connected matters in the country. 

Copyright 

BIS has a copyright of all its publications No part of these publications may be reproduced in 
any form without the prior permission in writing of BIS. This does not preclude the free use, in 
the course of implementing the standard, of necessary details, such as symbols and sizes, type or 
grade designations. Enquiries relating to copyright be addressed to the Director ( Publications), BIS, 

Review of Indian Standards 

Amendments are issued to standards as the need arises on the basis of comments. Standards are 
also reviewed periodically; a standard along with amendments is reaffirmed when such a review 
indicates that no changes are needed; if the review indicates that changes are needed, it is taken 
up for revision. Users of Indian Standards should ascertain that they are in possession of the 
latest amendments or edition by referring to the latest issue of 'BIS Handbook* and 'Standards 
Monthly Addition*. 

This Indian Standard has been developed from Doc : No* MHD 13 ( 2602 ) 
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